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Mpegucnosue

EBpasuiickuii coBeT rno craHgaptusauuun, metporiorum u ceptucmkauum (EACC) npeacraensaet coboin
pervoHanbHoe obbeavHeHWe HauWoHanbHbIX OpraHoB MO CcTaHdapTM3auuu rocydapcTs, BXOOALWMX B
CoopyxectBo HesaBucumbix locydapctse. B ganbHeiwem BoamoxHo BeTynreHue B EACC HauuoHanbHbIX
OpraHoB No cTaH4apTU3auuv Opyrux rocyaapcrs.

Llenn, ocHOBHble NPWHUWMBI W OCHOBHOW NOpPAOOK nNpoBedeHWA paboT MNo MexrocydapCcTBEHHOMN
cTaHgapTu3auuu yctaHosneHbl NOCT 1.0-92 «MexrocyoapcTeeHHasa cuctema ctaHgaptusauun. OcHoBHbIE
nornioxenusi» un [OCT 1.2-2009 «MexrocygoapctBeHHaa cuctema cTaHgaptusaumn. CraHgapTbl
MEXIoCydapCTBEHHbIE, MpaBuna M peKoMeHOauuu Mo MeEXrocyoapcTBEHHOW cTaHgapTu3auuu. [Mpaeuna
pa3paboTKu, NPUHATUA, MPUMEHEHUs1, OBHOBMNEHUSA U OTMEHbI »

CeefeHUs 0 cTaHAapTe

1 MNMOAIOTOBINEH ®epeparnbHbiM rocyqapCTBEHHBIM YHUTapHbIM Npeanpuatuem «Bcepoccuiickuin
Hay4YHO-UcCcneoBaTenbCKUA LeHTP cTaHdapTu3auny, nHdopmaunm u ceptudukauum celpbs, MaTepyanos u
BewectB» (PIryYr « BHULICMB»);

TexHU4YecKUM KoMUTETOM Mo cTaHaaptusaumm Ne 339 «beszonacHocCTb Cbipbs, Marepuanos U BELLECTBY
PenepantHoOro areHTCTBa No TEXHNYECKOMY PeryrnupoBaHuto u metpornorun Poccuiickon @egepauunu;

MexrocyqapcTBeHHBIM TEXHUYECKUM KOMUTETOM no craHgaptusaumm Ne 339 «BeszonacHocTh ChipbS,
MatepuanoB U BELLECTB»

2 BHECEH ®egeparnbHbiM areHTCTBOM MO TEXHUYECKOMY PeryrnupoBaHuio U metponorunm Poccuiickon
denepauun.

3 NMPUHAT Espasuiickum coBeToM Mo craHdapTusauud, MeTporiorum U cepTudukaumum rno nepenucke
(npotokon Ne 53-T ot 9 HosBps 2012 1)

3a NPUHATWUE CTaHOdapTa nporonocosanu:

KpaTkoe HanmeHoBaHWe cTpaHbl Kopg ctpaHbl no MK CokpalleHHoe HaumeHoBaHue
no MK (MCO 3166) 004-97 (MCO 3166) 004-97 HaLMoHanbHOro opraHa no craHgaptusauunu

ApmeHnsi AM MuHakoHoMukK Pecriybrivku ApmeHus
Benapycb BY locctaHpapT Pecnybnuku Benapycb
KasaxcraH KZ locctanpapt Pecnybnuku KasaxctaH
KbiprelactaH KG KblprelactaHgapT

Mongosa MD Mongoea-CtaHgapt

Poccuitickasa denepauus RU Pocctangapt
TamknkucTaH TJ TamkukcTaHaapT

4 HacTosAwuin cTaHaapT waeHTu4eH mexgyHapogHomy gokymeHTy OECD series on principles of good
laboratory practice and compliance Monitoring — No 10 — GLP consensus document. The application of the
principles of GLP to computerized systems:1995 (KoHceHcycHbit gokymeHT no GLP. lNpumeHeHue
MpuHuMnoB Hagnexauweil naboparopHON MPaKTUKM K KOMMbITEPU3NPOBaHHbIM cucTemam:1995, Ne 10 u3
cepuu gokymeHToB OpraHusaumu akoHomu4deckoro cotpyaHudectsa u passutua (O3CP) o MpuHunnax GLP
1 MOHUTOPUHIE cooTBEeTCTBUA). Mpy 3ToM BCe pasgernbl NOMHOCTLIO UAEHTUYHLI, @ TEPMUHBLI U OornpegeneHuns
N3 MPUNOXEHUA NepeHeceHsbl B pasaen «TEPMUHBI U ONpPeaeneHns».

MexayHapoaHbli JokymeHT paspabotaH Paboyeii rpynnon O3CP no GLP.

MepeBo c aHrMUrCKoro A3bika (en)

CreneHb cooTBeTCTBUA — naeHtTuyHas (1DT)

B HacToAwwmid cTaHgapT BHeceHO criedylollee pedakUuMoHHOe W3MEeHEeHWe: U3MEHEHO HauMeHoBaHue
cTaHgapTa.

HavmeHoBaHne HacToswero crtaHgapTa W3MEHEeHO OTHOCWUTENbHO HaWMeHOBaHWS MeXOyHapoaHoro
OOKyMeHTa B CBA3W ¢ 0COBEHHOCTAMMW NOCTPOEHNA MEXTOCYAapPCTBEHHON c1CTEMBI CTaHOapTU3auuu.

5 BBE[EH BINEPBbIE
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UHghopmayus o esederHuu e OBelicmeue (MpekpaweHuu OBelicmeusi) Hacmosweso cmaHGapma u
U3MeHeHUlU K HeMmy Ha meppumopuu yKalaHHbIX 8biwe eocyGapcme mybrnukyemcs 8 ykalamernsx
HayuoHarbHbIX (eocydapcmeeHHslX) cmaH8apmos, usldasaemMbiX 8 3mux 2ocyfapcmeax, a makxke 6 cemu
HHmepHem Ha calimax coomeemcmaeyowuX HayloHalbHbIX opaaHos Mo cmaHdapmu3ayuu.

B crnyyae nepecmompa, U3MEHeHUs Ul OmMeHbl Hacmoswie2o cmaHOapma coomeemcmaytowas
uHghopmayuss makxe 6ydem onybnukosaHa 6 cemu MiHmepHem Ha caume MexeocydapcmeeHHo20 cogema
rno cmaH@apmu3ayuu, Memponosuu U cepmugpukayuu 8 kamarsnoze «MexeocydapcmeeHHble crmaHdapmabiy.

McknountensHoe npaso od)mumaanoro OnyﬁﬂMI{OBaHMH Hactodwero craHgapta Ha TeppuTopun
YKa3aHHbIX rocyqapcTts NpuHaanexuTt HauWnoHanbHbIM (FOCYﬂapCTBeHHbIM) opraHam no cradHgapTu3audun
ITUX rocyaapcTs.
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